
A new Draft version of this document is available for comment in Appendix H of the
document entitled Premarket Notifications [510(k)] for Biological Indicators
Intended to Monitor Sterilizers Used in Health Care Facilities; Draft Guidance for
Industry and FDA Reviewers at: http://www.fda.gov/cdrh/ode/guidance/1320.pdf

http://www.fda.gov/cdrh/ode/guidance/1320.pdf











